
397 

Food and Drug Administration, HHS § 74.340 

(d) Labeling. The label of the color ad-
ditive and any mixtures prepared 
therefrom and intended solely or in 
part for coloring purposes shall con-
form to the requirements of § 70.25 of 
this chapter. To meet the requirements 
of § 70.25 (b) and (c) of this chapter the 
label shall bear: 

(1) The statement (or its equivalent) 
‘‘To be used only for coloring skins of 
oranges.’’ 

(2) Directions for use to limit the 
amount of the color additive to not 
more than 2.0 parts per million, cal-
culated on the basis of the weight of 
the whole fruit. 

(e) Certification. All batches of Citrus 
Red No. 2 shall be certified in accord-
ance with regulations in part 80 of this 
chapter. 

§ 74.303 FD&C Red No. 3. 
(a) Identity. (1) The color additive 

FD&C Red No. 3 is principally the 
monohydrate of 9 (o- carboxyphenyl)-6- 
hydroxy - 2,4,5,7-tetraiodo-3H-xanthen- 
3-one, disodium salt, with smaller 
amounts of lower imdinated 
fluoresceins. 

(2) Color additive mixtures for food 
use made with FD&C Red No. 3 may 
contain only those diluents that are 
suitable and that are listed in part 73 
of this chapter as safe for use in color 
additive mixtures for coloring foods. 

(b) Specifications. FD&C Red No. 3 
shall conform to the following speci-
fications and shall be free from impuri-
ties other than those named to the ex-
tent that such other impurities may be 
avoided by good manufacturing prac-
tice: 

Volatile matter (at 135 °C.) and chlorides and 
sulfates (calculated as the sodium salts), 
total not more than 13 percent. 

Water-insoluble matter, not more than 0.2 
percent. 

Unhalogenated intermediates, total not 
more than 0.1 percent. 

Sodium iodide, not more than 0.4 percent. 
Triiodoresorcinol, not more than 0.2 percent. 
2(2′,4′-Dihydroxy-3′, 5′-diiodobenzoyl) benzoic 

acid, not more than 0.2 percent. 
Monoiodofluoresceins not more than 1.0 per-

cent. 
Other lower iodinated fluoresceins, not more 

than 9.0 percent. 
Lead (as Pb), not more than 10 parts per mil-

lion. 
Arsenic (as As), not more than 3 parts per 

million. 

Total color, not less than 87.0 percent. 

(c) Uses and restrictions. FD&C Red 
No. 3 may be safely used for coloring 
foods generally (including dietary sup-
plements) in amounts consistent with 
good manufacturing practice except 
that it may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act unless added color is authorized 
by such standards. 

(d) Labeling. The label of the color ad-
ditive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of § 70.25 of this chapter. 

(e) Certification. All batches of FD&C 
Red No. 3 shall be certified in accord-
ance with regulations in part 80 of this 
chapter. 

§ 74.340 FD&C Red No. 40. 
(a) Identity. (1) The color additive 

FD&C Red No. 40 is principally the di-
sodium salt of 6-hydroxy-5-[(2- 
methoxy-5-methyl-4-sulfophenyl)azo]-2- 
naphthalenesulfonic acid. 

(2) Color additive mixtures for food 
use (including dietary supplements) 
made with FD&C Red No. 40 may con-
tain only those diluents that are suit-
able and that are listed in part 73 of 
this chapter as safe for use in color ad-
ditive mixtures for coloring foods. 

(3) The listing of this color additive 
includes lakes prepared as described in 
§ 82.51 of this chapter, except that the 
color additive used is FD&C Red No. 40 
and the resultant lakes meet the speci-
fication and labeling requirements pre-
scribed by § 82.51 of this chapter. 

(b) Specifications. FD&C Red No. 40 
shall conform to the following speci-
fications and shall be free from impuri-
ties other than those named to the ex-
tent that such other impurities may be 
avoided by good manufacturing prac-
tice: 

Sum of volatile matter (at 135 °C.) and 
chlorides and sulfates (calculated as so-
dium salts), not more than 14.0 percent. 

Water-insoluble matter, not more than 0.2 
percent. 

Higher sulfonated subsidiary colors (as so-
dium salts), not more than 1.0 percent. 

Lower sulfonated subsidiary colors (as so-
dium salts), not more than 1.0 percent. 

Disodium salt of 6-hydroxy-5-[(2-methoxy-5- 
methyl-4-sulfophenyl) azo] -8-(2-methoxy-5- 
methyl-4-sulfophenoxy)-2- 
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